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21 CFR Ch. I (4–1–00 Edition)§ 60.40

Subpart E—Due Diligence
Hearings

§ 60.40 Request for hearing.
(a) Any person may request, not later

than 60 days after the publication
under § 60.34(a) of FDA’s due diligence
determination, that FDA conduct an
informal hearing on the due diligence
determination.

(b) The request for a hearing under
this section shall:

(1) Be sent by mail, personal delivery,
or any other mode of written commu-
nication to the Dockets Management
Branch and filed under the relevant
product file;

(2) Specify the facts and the action
that are the subject of the hearing;

(3) Provide the name and address of
the person requesting the hearing; and

(4) Certify that the requesting party
has served a true and complete copy of
the request upon the petitioner and the
applicant by certified or registered
mail (return receipt requested) or by
personal delivery.

(c) The request shall state whether
the requesting party seeks a hearing
within 30 days or 60 days of FDA’s re-
ceipt of the request.

(Information collection requirements ap-
proved by the Office of Management and
Budget under control number 0910–0233)

§ 60.42 Notice of hearing.
Ten days before the hearing, FDA

will notify the requesting party, the
applicant, and the petitioner, orally or
in writing, of the date, time, and loca-
tion of the hearing. The agency will
provide the requesting party, the appli-
cant, and the petitioner with an oppor-
tunity to participate as a party in the
hearing.

§ 60.44 Hearing procedures.
The due diligence hearing shall be

conducted in accordance with this part,
supplemented by the nonconflicting
procedures in part 16. During the due
diligence hearing, the applicant and
the petitioner shall enjoy all the rights
and privileges accorded a person re-
questing a hearing under part 16. The
standard of due diligence set forth in
§ 60.36 will apply in the due diligence
hearing. The party requesting the due

diligence hearing shall have the burden
of proof at the hearing.

§ 60.46 Administrative decision.
Within 30 days after the completion

of the due diligence hearing, the Com-
missioner will affirm or revise the de-
termination made under § 60.34(a) and
will publish the due diligence redeter-
mination in the FEDERAL REGISTER, no-
tify PTO of the redetermination, and
send copies of the notice to PTO and to
the requesting party, the applicant,
and the petitioner.
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Subpart A—General Provisions

§ 70.3 Definitions.
(a) Secretary means the Secretary of

Health and Human Services.
(b) Department means the Department

of Health and Human Services.
(c) Commissioner means the Commis-

sioner of Food and Drugs.
(d) Act means the Federal Food,

Drug, and Cosmetic Act as amended.
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